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	BSRHS RESEARCH PLAN 

	

	This template is required by BSRHS IRB to describe your Research Plan. It should be written in language that non-scientists can understand.  This plan is submitted in addition to any existing sponsor protocol.  You may reference a sponsor protocol by page number.  It is NOT acceptable to reference a research funding application.      
ALL Sections must be completed.  When Sections are not applicable, list the Section Heading and indicate “N/A.”
The Research Plan is required with ALL IRB submissions using this template.  
DO NOT DELETE SECTION HEADINGS OR INSTRUCTIONS.

	

	I. Study Title   

	

	II. Key Personnel
A.  List (1) key personnel including the PI and individuals from other institutions, (2) qualifications, and (3) responsibilities.
NAME OF INDIVIDUAL

QUALIFICATIONS

RESPONSIBILITIES



	B.  Describe how all key personnel are informed about the protocol and their research-related duties and functions.


	III. Conflict of Interest
Describe how the PI and sub/co-investigators might benefit from the subject’s participation in this project or completion of the project in general. Do not describe (1) academic recognition such as publications or (2) grant or contract based support 


	IV. Resources

Describe study resources: (1) time to conduct the study, (2) facilities departments where you will conduct the study, (3) medical or psychological resources required as a consequence of the study (if applicable), and (4) financial support.

	

	V. Hypothesis Briefly state the problem, background, importance of the research, and goals of the proposed project.


	

	VI. Specific Aims  


	

	VII. Background and Significance Describe prior studies with appropriate citation.


	

	VIII. Preliminary Progress/Data Report If available.


	

	IX. Research Methods and Design     Describe study design: (1) setting; (2) subjects/participants; (3) procedures.
X.  Plan for Control of Investigational Drugs (If/how BSRHS Pharmacy will be used), devices, and biologics 

	Describe plans for the control of investigational products: 
1) how will you maintain records of delivery, inventory, use by each subject, and return of unused product(s); 
2) how will you store investigational product(s) and in accordance with regulatory requirements; 
3) how will you ensure that investigational product(s) are used only in accordance with the approved protocol; and 
4) how you will document that each subject understands how to use the investigational product(s) and how each subject is following the instructions properly.



	XI. data Analysis PLAN For investigator–initiated studies.


	

	XII. Data and Safety Monitoring
· If the research involves greater than minimal risk with no provision for data and safety monitoring by any sponsor, include a data and safety-monitoring plan suitable for the risk faced by subjects and the nature of the study.  

· If the research involves greater than minimal risk with data and safety monitoring by a sponsor, describe the plan.
· If you are a Sponsor-Investigator, identify the Contract Research Organization (CRO) that you will be using AND provisions for data and safety monitoring by the CRO.  


	

	XIII. Multi-center Studies
If BSRHS is the lead site in a multi-center project, describe the plan for management of information that may be relevant to the protection of subjects, such as reporting of unexpected problems, project modifications, and interim results.


	


	XIV. involvement of non-BSRHS institutions/sites (domestic and foreign)  

1. Provide the following information for each institution/site (domestic and foreign) that has agreed to participate:

· Name of institution/site

· Contact information for institution/site
2.   Indicate whether each is “engaged” in the study http://www.hhs.gov/ohrp/humansubjects/guidance/engage08.html  
3.   Provide a description of each institution’s role (whether engaged or not), adequacy of resources to ensure human subject safety, responsibilities of employees, and oversight you will provide to ensure the protection of human subjects.  Only identify institutions that have agreed to participate.  If additional institutions agree at a later time, they must be added by amendment to the protocol.  
4.   For each institution “engaged” provide an OHRP Federalwide Assurance (FWA) # if: (1) the research is not exempt, and (2) the research involves a direct federal award made to BSRHS (or application for such). 


	

	XV. Involvement of Independent Investigators
Independent Investigator:  an individual who is acting independently and not as an agent or employee of any institution or facility while carrying out his or her duties in the research protocol. 

Engagement in Research:  An independent investigator becomes "engaged" in human subjects research when he/she (i) intervenes or interacts with living individuals for research purposes; or (ii) obtains individually identifiable private information for research purposes [45 CFR 46.102(d)-(f)]. See OHRP guidance on “Engagement of Institutions in Research” at http://www.hhs.gov/ohrp/humansubjects/guidance/engage08.html 
1.  Provide a list of independent investigators. 
2.  Indicate whether each is “engaged” or “not engaged” in the research 
3.  For each “engaged” investigator: (1) describe his/her role with human subjects/identifiable human data, and (2) describe Your oversight of his/her involvement.  

Note: If an independent investigator is “engaged,” and the research is (1) not exempt and (2) involves a Direct Federal award to BSRHS, the independent investigator must sign a formal written agreement with BSRHS certifying terms for the protection of human subjects. For an agreement to be approved: (1) the PI must directly supervise all research activities, (2) agreement must be in effect prior to final IRB approval. 

	

	XVI. Human Subjects Instructions ALL sections must be completed.

	

	A.  Description Describe the proposed involvement of human subjects or their private identifiable data.


	

	B.  Subject Population Describe the sex, race, ethnicity, age, etc. of subjects, and how you will recruit participants.  Identify criteria for inclusion or exclusion with justification.  Explain the rationale for special cases, such as children, pregnant women, or others who are likely to be vulnerable.  


	

	C.  Research Material Identify sources of information to be obtained from individually identifiable living human subjects including specimens, records, or data.  Indicate whether the material or data will be obtained for study or whether you will use existing specimens, records, or data.


	

	D.  Recruitment Plan Describe: (1) how subjects will be identified, (2) how you will get names and contact information, and (3) who will make contact.  If your plan involves those likely to be vulnerable, describe special recruitment plans.


	

	E.  Potential Risks Describe physical, psychological, social, legal, or other risks and assess their likelihood and seriousness.  Describe alternative treatments and procedures that might be advantageous to subjects.


	

	F.  Risk Reduction Describe procedures for protecting against or minimizing risk.  Discuss provisions for ensuring medical or professional intervention in the event of adverse events AND provisions for monitoring data to ensure safety.
G.  Additional Safeguards If Any Participants Will Be Vulnerable 
Describe additional safeguards to protect the rights of participants if you plan to involve vulnerable subjects, such as children, pregnant women, human fetuses, neonates, or others who are likely to be vulnerable. Safeguards may relate to: Inclusion/Exclusion Criteria: “Children with diabetes.”  
Consent: “Adults must be able to assent.  Any dissent by the participant will end the research procedures.”  
Benefit: (“Individuals who have not shown benefit to this type of drug in the past will be excluded.”).  


	


	H.  confidentiality
Describe how data collected will be protected including pre-screening (e.g., physical controls; access controls; coding of data; legal controls, such as a Federal Certificate of Confidentiality; statistical methods; or reporting methods).


	

	I.  Privacy
Describe how the privacy will be protected where privacy refers to persons and their control of access to themselves.  Identify steps you will take for subjects to be comfortable: 
1) in the research setting and 2) with information being sought and the way it is sought.


	

	J.  Risk/Benefit
Discuss why risks to subjects are reasonable in relation to anticipated benefits and the importance of knowledge expected to result.  If an investigational new drug, device, or biologic is involved, name the article and supply the FDA approval letter.


	

	K. Compensation Plan
Compensation for subjects (if applicable) should be described, including possible total compensation, any proposed bonus, and any proposed reductions or penalties for not completing the project.


	

	L.  Consent Issues

	

	1.  Consent Process
Indicate who will be asked to provide consent/assent, who will obtain consent/assent, what language (English, Spanish) will be used to obtain consent/assent, where and when consent/assent will be obtained, steps to be taken to minimize the possibility of coercion or undue influence, and how time subjects be afforded to make a decision to participate.


	

	2.  Special Consent Provisions
If any subjects will be cognitively impaired, or have language/hearing difficulties, describe how capacity for consent will be determined. If you anticipate obtaining informed consent from legally authorized representatives (LARs), please describe how you will identify an appropriate representative and ensure that their consent is obtained.  
Guidance on LAR is available at http://www.hhs.gov/ohrp/sachrp/20090715LetterAttach.html 


	

	3.  waiver of some or all elements of informed consent from subjects or permission from parents Please explain how: 
1) the research involves no more than minimal risk to the subjects, 
2) the waiver or alteration will not adversely affect the rights and welfare of the subjects, 
3) the research could not practicably be carried out without the waiver or alteration; and 
4) whether or not subjects will be debriefed after their participation.  
Waiver is not allowed for FDA-regulated research unless it meets FDA requirements for Emergency Research (see below).


	

	4.  waiver of documentation of consent Describe information that will be provided to participants AND whether: 
1) only record linking subject and research would be consent document and risk would result from breach of confidentiality. OR 2) presents no more than minimal risk and involves no procedures for which written consent is normally required.  


	

	5.  Assent Process For children or decisionally impaired subjects, describe procedures, if any, for re-consenting children upon attainment of adulthood, OR, consenting subjects who are no longer decisionally impaired.  
Guidance is available at http://www.hhs.gov/ohrp/children/guidance_407process.html  http://www.hhs.gov/ohrp/sachrp/20090715LetterAttach.html  

	

	6.  waiver of the requirement to obtain assent for children  age 7 or higher or decisionally impaired subjects, explain why: 
1) why individuals  age 7 or higher will not be capable of providing assent based on their developmental status or illness; 
2) the research holds out a prospect of direct benefit not available outside of the research; and/or 
3) [a] the research involves no more than minimal risk to the subjects, [b] the waiver or alteration will not adversely affect the rights and welfare of the subjects, [c] the research could not practicably be carried out without the waiver or alteration; and [d] whether or not subjects will be debriefed after their participation.  Guidance is available at http://www.hhs.gov/ohrp/children/guidance_407process.html   http://www.hhs.gov/ohrp/sachrp/20090715LetterAttach.html 

	

	

	7. WAIVER OF CONSENT FOR EMERGENCY RESEARCH 
See guidance at http://www.hhs.gov/ohrp/humansubjects/guidance/hsdc97-01.htm 
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/GuidancesInformationSheetsandNotices/ucm116351.htm 


	

	8.  genetic testing:

	

	a. Future Contact Concerning Further Genetic Testing Research
Describe circumstances that subject might be contacted concerning participation in this or related genetic testing research.


	

	b. Future Contact Concerning Genetic Testing Results
If results might be of clinical significance, then describe how subjects would receive results, how subjects might access genetic counseling, and whether this might involve costs. Investigators should be aware that federal regulations, in general, require that testing results used in clinical management must have been obtained in a CLIA-certified laboratory.



	

	c. Withdrawal of Genetic Testing Consent
Describe how subjects may request that test results/samples be withdrawn to prevent further analysis and/or testing.


	

	d. Genetic Testing Involving Children or Decisionally impaired subjects
Describe procedures, if any, for consenting children upon the attainment of adulthood. Describe procedures, if any, for consenting subjects who are no longer decisionally impaired.


	

	e. Confidentiality
Describe how genetic testing results will remain confidential and special precautions to protect confidentiality.




[Version # or Date MUST be included]
[Page #’s MUST be included]

DO NOT USE AUTOMATIC DATING

